SRR it

Hf A~ 7S
| MAR 19 o

Freedom of ‘In;formyatio_n Summary

NADA 121-473

Supplemental New Animal Drug Application

, ‘Intervet Inc.
405 State Street
PO Box 318
Millsboro, DE 19966-0318

PANACUR®-C (fenbendazole) Granules 22.2%

This supplement provides for a change from prescription (Rx) to OTC status fpr fenbendazole -
granules 22.2% packets to be marketed under the trade name PANACUR®-C.
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1. GENERAL INFORMATION
Supplemental New Animal Drug Application No.: 121-473

‘Sponsor:  Intervet Inc.
405 State Street
POBox318
Millsboro, DE 19966-0318

Generic Name of Drug: Fenbendazole
Trade Name: PANACUR®-C
Marketing Status: Over-the-Counter (OTC)

Effect of Supplement This supplement provides for a change from prescription (Rx) to OTC
status for fenbendazole granules 22.2% packets to be marketed under the trade name
PANACUR®-C. Thej jar presentatlon (Panacur®) will remain prescription (Rx) as it is also
labeled for use in other species of carmvorous/ommvorous animals. The jar presentation will
continue to be marketed under the Panacur® trade name.

2. INDICATIONS FOR USE S Py

PANACUR®-C granules are indicated for use in adult dogs (including pregnant bltches) and ~
puppies, six weeks of age or older, for the treatment and control of roundworms (Toxocara canis,
- Toxascaris leonma) hookworms (4Ancylostoma caninum, Uncznarza stenocephala) whipworms
(Trichuris vulpzs) and tapeworms (Taenia Dpisiformis). -

3. DOSAGE FORM
Granules 22.2% (222 mg/g) for oral use
4. ROUTE OF ADMINISTRA’TION*

PANACUR®-C granules should be mixed with a small amount of the usual food. Make sure the
dog eats all of the medicated food. Dry dog food may need to be moistened to aid mixing.

5. RECOMMENDED DOSAGE

The daily dose for PANACUR®-C is 50 mg/kg (22.7 mg/lb ) of body weight. PANACUR®-C is
packaged in three packet sizes (1g, 2g and 4g) for administration based on the welght of the dog
(see Dosing Table below). Weigh the dog to make sure the rxght size and number of packets are
used. If the dog’s weight is in-between the suggested dosing sizes, it is safe to use the next ,
higher size. For example, a 15—pound dog should be treated with the 2—gram packet Packet size

is the daily dose and the dog must be treated with this dose for three (3) days in a row. o
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Dosing Table

Dog Weight | Packet Size

10 pounds | 1 gram

20 pounds e 2gram

30 pounds , 1 gram + 2 gram

40 pounds o 4 gram

50 pounds o ; 1 gram+4 gram

60 pounds | 2gram+4gram

80 pounds ‘ | Two 4 gram o

Over 80 pounds ' Use combinations to obtain
recommended daily dose.

6. EFFECTIVENESS

The effectiveness of the product is not affected by this supplement. Refer to the FOI Summary
for the original approval dated 27 October 1983.

7. SAFETY

The safety of this product is not affected by this supplement. Refer to the FOI Summary for the
original approval dated 27 October 1983.

8. HUMAN SAF ETY

Data on human safety pertaining to the consumption of drug residues in food were not 'equlred
for approval of this supplemental NADA. The product is labeled for use in dogs, which are non-
food animals.

9. AGENCY CONCLUSIONS

The data in support of this NADA comply with the requirements of Section 512 of the Act and
Part 514 of the 1mplement1ng regulations. The data demonstrate that Panacur (fenbendazole)
Granules 22.2%, when used under labeled conditions is safe and effectlve

At the time of ongmal approval this drug product received prescrlptlon status because of concern
that fenbendazole may have some undiscovered hepatotoxic effects in dogs. This concern was
based on reports of liver disease associated with the use of oxibendazole and mebendazole in

dogs. The restriction to prescrlptlon status was intended to assist in timely
notification/documentation of such adverse reactions should they occur. Post-approval

marketing experience has not demonstrated a pattern of liver disease associated with the use of
Panacur (fenbendazole) Granules 22.2% in dogs. Since the safety concemn has been satisfied,
and adequate directions for safe and effective use can be written for the layman, there is no

longer a need for prescription status for use of this product in dogs.



10 LABELING

PANACUR®—C — 1-gram packet label

; __PANACUR -C -3 x 1-gram box label
PANACUR®-C - 2-gram packet label

‘ PANACUR®-C 3 x 2-gram box label
PANACUR®-C - 4-gram packet label
PANACUR®-C - 3 x 4-gram box label
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PANACURC

fenbendazole) A FRONT

FOR DOGS -
Package siza: 1 gram net wi.
Consult your vatarinarian for
assistance In the tiagnosis,

treatment and contral of parasitism.
P

urposs
Dewormer for Dogs Only

Active ingredients (In sach dosage unk):
Fanbendazole Granules 22.2% (222 mg/g)

Human Waming: Keep this and all medications out of
the reach of children,

Directions: This packege is a ona (1) day tréatment of
the three {3) days required for a 10-pound dog. For
complete dosing information, please rafer to the
Directions and Dosing Table on the 3-pack label.
Other Information: Store at contralied room

temperature (59-86'F).0
- — \
‘ lntervet
Contents: 1 gram net wi. Millsboro, DE 19966

Exp

Lot

. — FOR
INDICATION ONLY

¥a4 Aq pasoiddy ‘€L¢-L2L ¥ VOVN O-4108vL INE DOES NOT PRINT
AR

BACK

epEURD U BPR

3G ‘o10asyN A %
“ONI LIAHILNI s
:Aq peinquisi)

epeue) ‘oueiiO
“oul WA uosified
:Aq painjorinuely

6-00 * Panacur 1 gram Granule Pouch Label »
¢ Size: 2.3/4°%6.9/16" »

Pantone 328

Black

Ye‘llow‘ '




HERHE

PANACUR®C

{fenbendazole)

FOR DOGS

Package contents: Three 1-gram packets : :
Consult your veterinarian for assistance in the diagnosis, treatment, -
and control of parasitism,

Drug Facts

v Active ingredients (in each dosage unit):
Fenbendazole Granules 22 2% (222 mg/g)
Purpose: Dewormer for Dogs Only

Uses: For the treatment and control of Roundworms (Toxocara canis, Toxascaris leaning), Hoolmo(ms
(Ancyilostoma caninum, UnCinaria stenocephals), Whipworms (Trchitis viipls), and Tapeworms
(Taenia pisiformis).

Human Warning: Keep this and all medication
Adverse Reactions: In US clinical st
associated with use of the product.
When using this produd~ PANACUR® C is safe for use in puppies 6 weeks or older and aduft dogs,
including pregnant biiches. Do not deworm a dog or puppy that is sick. Coasuit your veterinarian for diagnosis

of the reach of children.
6 dogs (about 19 of the Treated dogs) had vomiting

of the iliness. @

Contents: Three 1-gram packets lnter Vet
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Consult your vabrlnannn for
assisiance in the diagnosis,
treaiment and control of parasitism,
Purposs

Dewormer for Dogs Only

Active ingredients (In sach dosags unit):
Fanbendazole Granulds 22.2% (222 mgy/g)

Human Waming: Keap this and all medications out of
tha reach of childran.

Directions: This packaga is a one (1) day treatment of
tha three (3) days required for'a 20-pound dog, For
complate dosing information, pleasa refer to the
Dnrecnons and Dosing Tabla on the 3-pack labe!

Other | dn: Store at lied room

{emperature {59-86'F).
jas \
latervet

Contents: 2 grams net wt. Millsboro, DE 19966
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FOR
INDICATION ONLY

VG4 Aa panciddy ‘slt-121 # VOYN 0-0208YL LINE T

WD

BACK <

speues Ul spep

3qgloqsen s
“ONI LIAHILNI ‘
:Aq peinquisiq

epeUE) ‘oURUD
U A UosyR
*Aq painjoesnuep

6-00 « Panacur 2 gram Granule Pouch Label
* Size: 2.3/4"x6.9/16" « ;

Pantone 328

Black

Blue




D

3/

PANACURCC

(fenbendazole)

Package contents: Three 2-gram packets
Consult your veterinarian for assistance In the diagnosis, treatment,
and controt of parasitism.

Drug Facts

Active ingredients (In each dosage unit):
Fenbendazole Granules 22.2% (222 mg/g)
Purpose: Dewormer for Dogs Only

Uses: For the treatment and control of Roundworms (7oxocara canis, Toxascaris leoning), Hookworms
(Ancylostoma caninum, Uncinana stenocephala), Whipworms {THhurs vilpis), and Tapeworms

(Taenia pisitormis).”

Human Warning: Keep this and alf medication out of the reach of chikiren.

Advarse Reactions: In US clinical studies 3 of 240 dogs (about 1% of the treated dogs) had vomiting
associated with use of the product,

When using this product: PANACUR® C is safe for use in pupples 6 weeks or older and adull dogs,
including pregnant bitches. Do not deworri a dog or puppy that is sick. Consult your veterinarian for diagnosis
of the iliness.

Contents: Three 2-gram packets (m_vet
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PANACUR'C
ffenbendazole) FRONT

Tear to open

Package sizo: 4 grams net wi,
Consult your veterinarian for
assistance in the dlagnosls,
treatment and control of parasitism.
Purpose :
Dewormer for Dogs Only

Active ingredi (in each dosage unk):
Fenbendazole Granules 22.2% (222 mg/g)

Human Waming: Keep this and all medications out of
the reach of children.

Directions: ]’his package is & one {1) day treatment of
the three (3) days required for a 40-pound dog. For
complete dosing information, please refer to the
Diractions and Dosing Table on the 3-pack tabal.
Other Information: Store at controlled room
temperature (63-86°F).
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C lntervet

Contents: 4 grams net wi, Millsboro, OE 19366
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INDICATION ONLY
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PANACUR®C

{fenbendazole)

Package contents: Three 4-gram packets
Consult your veterinarian for assistance in the diagnosis, treatment,
and control of parasitism.

Drug Facts

Active Ingredients (In each dosage unit):
Fenbendazole Granules 22.2% (222 mg/g)
Purpose: Dewormer for Dogs Only

Uses: For the trealment and control of Roundworms (Toxocara canis, Toxascearis ieoning), Hookworms
(Ancylostome canipum, Uncinasle stenocephals), Whipworms (TrHchuiis wilpis), and Tapeworms
{7zenia p:smrm:s)

the reach of children.

Y dogs {(abott 1% of the treated dogs) had vommng
associated with tse of the produdi. o ) ) .
When using this product: PANACUR® C is safe for use in puppies 6 weeks or older and adult dogs,
including pregnant bitches. Do not deworm a dog or puppy that is sick. Consult your veterinarian for diagnosis
of the illness.

@ ——

Contents: Three d-gram packets Inter Vet
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